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510(k) Summary

510(k ) Owner: Submitted BY:
Hollister Incorporated Chris Stukel.
2000 Hollister Drive Hollister licorporatdd
Libertyville, IL 60048' 2000 Hollister Drive

LibertyvilleJ L 6004$
8$47-680-1 000 (phoqne)
847-847-918-3981

Date *Sdinnatry ~red: Decern ber,, 7, 20112

Device Name: Classification Namhe - Gastrointestinal tube and accessories
21 CFR 876.5980-KNT
Common/Usual Name -. Rectal Catheter
Proprietary Name:- rnstpFlo Bowel Catheter SysteihKit

Predicate Device: Modifications are beingmade to thefollowing predicate device:

I Product 310(k)
IjistaFlo-Bowel Catheter System, IK100273
Kit

Device Describ~tionm The hint&Flo Bowel Catheter System Kit contains twomain parts:
thecaheter (made with Q'dorJbarrnefilrn} and the collection bag.
The insertion end of the cathetercontains a retention cuff and the
other end of the catheter-has atwist lodk fitting to attach the
collection bag:. The.tetentibif cuff leads to a-draintubejthat
allows stool to drain directly,,fromthe~rectm into the bag. There.
are two catheter connectors attached tothecatheter. The Blue
connectoris 'used to inflate anddeflate the retention cuff. The
Clear connector is used only to-irrigate the device When-needed,

Intehdtd Use: A bdwd lcatheter-systema ki It with o or karrie pperties for
diversion of liquidor semi-liquid stool tolkacililate the collection
of fecal matter in patients with little or no bowel control.
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Technological The table below ~summarizesihqtec;Ihnological characteristics of
Characteristics: the device as comparedto the predicate devices,

'Characteristics InstaFlo BowePCatheter:Systerniit Ingiaplo BoweI Catheter System Kit
(K(100273) MODIFIED DEVICE

Intended Use For divetsiono6fliquidor A bowel catheter system'kit with odor
semi-liquid stool to facilitate, the barrier propertiesfor lirioo~quid
.collection of fecoal matter inpatients or semi-liquid stool tofacilitate the
with little or no boweL control. collection of fecal matterimptients

Conditioni of SingleUse
Wie
Kit Contents 0~() Cater * (1.) Odor Barrier Catheter

(1) 6OccSykinge * (1) 60cc Syrin ge
*(1) Collection Bag ,.(1) Disp6sible Collection Bag withiiltet

* (I) hbstructions for Use .(1) Instructions for Use
* QI) Quick Re-ference Insertion Guide *(I) Q uick Reference Insertion Guide,

=Catheter Silicone Thermoplastic
Matrial _________________ _________________

Catheter Odor No 'Yes
Barrier
Properties _________________ _________________

Closed Waste. Approximate Volume- 2000 inL Approximate. Volumne-_ 2500rnL
Bag Side catheter. connector por Too catheter connector port

___________No Filter 'Filter

Performance testing Non-clinical testing of the proposed device for functional, and structural
Conclusions: tparameters has been completed.

Bibcorinatibility ttstingWas perforimed based cii the Uh .ited States
Food and Drug Adminikiration Office of Device Evaluation.General
pr~ogram .Memorandum#095-l and ISO 1099.3 biocompatibility testing
standards. Resfults indicate cdmpliaicejo theiostandid.

Odbi' testing wais performied cdmjsiredtd the.ptedieatcto veify~ the
odorbharrier capabilities which the test results confirmed.

Connections:and joints affectedby diebchanfge ii,tubing weat-tested foe
bond streng th and leakage to verify no impact to product &~sign.-
Accepthble-rehults were obtained, thereby daimonstratingsubstihtial
equivalence.

Inconclusion, basedonthe above information,the proposed device has
beenshoqwntb be as safe and effeetiveand substantially equivalent to
thibpredi6ate device.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service'.4. Food and Drug Administration
Document Control Center - W066-0609
Silver Spring, MD 20993-0002

April 17, 2013

Hollister Incorporated
% Ms. Chris Stukel
Sr. Global Regulatory Affairs Specialist
2000 Hollister Drive
LIBERTYVILLE, IL 60048

Re: K123804
Trade/Device Name: InstaFlo Bowel Catheter System Kit
Regulation Number: 21 CFR§ 876.5980
Regulation Name: Gastrointestinal tube and accessories
Regulatory Class: 11
Product Code: KNT
Dated: April 5, 2013
Received: April 10, 2013

Dear Ms. Stukel:

We have reviewed your Section 5 1 0(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
wvarranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class IIl (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies.
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You must comply with all the Act's requirements, including, but not limited to: registration and
listing (21 CER Part 807); labeling (21 CFR Part 80 1); medical device reporting (reporting of
medical device-related adverse events) (21 CER 803); good manufacturing practice requirements
as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the
electronic product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-
1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), please
go to httD)://www.fda.gov/AboutFDA/CentersOffices/CDPH/CDRH-Offies/ucm Ii 5809.htm for
the Center for Devices and Radiological Health's (CDRI-'s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/Idefault.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
httv)://www.fda.2zoviMedicalDevices/ResourcesforYou/ndustrv/default.htm.

Sincerely yours,

Benj :M -&e -S
Benjamin R. Fisher, Ph.D.
Director
Division of Reproductive, Gastro-Renal,
and Urological Devices

Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): K123804

Device Name: InstaFlo Bowel Catheter System Kit

Indications for Use:

A bowel catheter system kit with odor barrier properties for diversion of liquid or semi-liquid
stool to facilitate the collection of fecal matter in patients with little or no bowel control.

Prescription Use ___xN/O Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) fl~/R(21 CER 801 Subpart C)

(PLEASE DO NOT WRITE BELOW TIS LINE-CONTINTUE ON ANOTHER PAGE OF
NEEDED)

Concurrence of CDRFI, Office of Device Evaluation (ODE)

Benjamin R.'Fisher -S
2013.04.17 13:46:20 -04'00'

Page ~oMS (Division Sign-Off)
Page14 o 48 Division of Reproductive, Gastro-Renal, and lastaFlo (Odor Barrier Tube)

Urologkcal Devices Traditional 5 1 0(k) Submission
510(k) Number K123804


